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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Office  of  the  Secretary 

Periodic  Review  of  Rules 

agency:  Department  of  Health  and 
Human  Services  (HHS),  Office  of  the 
Secretary. 

ACTION:  Notice  of  plan  for  periodic 
review  of  rules. 

summary:  This  notice  describes  the 
Department’s  plan  for  periodic  review  of 
rules  to  minimize  regulatory  burdens,  as 
required  by  the  Regulatory  Flexibility 
Act  and  Executive  Order  12291.  This 
notice  also  invites  the  submission  of 
data,  information,  and  views  to  assist 
the  Department  in  deciding  priority 
order  of  the  review. 

DATE:  Data,  information,  and  views  by 
September  15, 1981. 

ADDRESSES:  Addresses  for  submitting 
comments  and  information  in  response 
to  this  notice  are  listed  at  the  end  of  the 
notice. 

FOR  FURTHER  INFORMATION  CONTACT: 

Walton  Francis,  Director  for  Policy 
Analysis  and  Research,  Office  of  the 
Assistant  Secretary  for  Planning  and 
Evaluation,  Office  of  the  Secretary, 
Department  of  Health  and  Human 
Services,  Washington,  D.C.  20201,  (202) 
245-0291,  or  the  contact  person  for  a 
specific  division  or  agency  of  the 
Department  listed  at  the  end  of  this 
notice. 

SUPPLEMENTARY  INFORMATION: 
Backgroimd 

The  Regulatory  Flexibility  Act,  Public 
Law  96-354,  was  enacted  on  September 
19, 1980.  The  Act’s  basic  purpose  is  to 
improve  Federal  rulemaking  by  requiring 
agencies  to  analyze  alternative 
regulatoiy  approaches  to  minimize  cost 
burdens  on  small  businesses  and  other 
small  entities. 

Section  610  of  the  Act  requires  each 
agency  to  publish  in  the  Federal  Register 
a  plan  for  the  periodic  review  of  the 
rules  issued  by  the  agency  which  have 
or  will  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  ’The  plan  must  provide  for  the 
review  of  all  such  agency  rules  existing 
on  January  1, 1981,  within  ten  years,  'The 
plan  must  also  provide  for  the  review  of 
all  such  rules  adopted  after  January  1, 
1981,  within  ten  years  of  their 
publication  as  final  rules. 

’The  puipose  of  the  periodic  reviews  of 
regulations  is  to  determine  whether  such 
rules  should  be  continued  without 
change,  or  should  be  amended  or 
rescinded,  to  minimize  any  signiHcant 
econmic  impact  of  the  rules  upon  a 


substantial  number  of  small  businesses, 
small  organizations,  or  small 
governmental  jurisdictions. 

Similarly,  the  President  issued 
Executive  Order  12291  on  February  17, 
1981.  The  basic  purpose  of  the  Executive 
Order  is  to  minimize  unnecessary 
regulatory  burden.  Section  3  of  the 
Executive  Order  requires  that  each 
agency  initiate  a  review  of  its  currently 
effective  rules  and  determine  whether 
these  rules  should  be  retained  without 
change,  modified,  or  revoked. 

Both  the  Act  and  the  Executive  Order 
separately  require  that  we  publish  a  list 
of  the  rules  that  are  to  be  proposed, 
including  revisions  of  existing  rules, 
during  the  succeeding  twelve  months. 

We  intend  to  use  the  semiannual 
regulations  agenda,  which  we  publish  in 
October  and  April  each  year,  to  keep 
our  periodic  review  lists  current.  Our 
April  agenda,  which  appears  at  page 
24424  of  the  April  30, 1981  issue  of  the 
Federal  Register  (FR)  lists  several 
regulations  under  development  or 
review  that  are  identified  as  potentially 
having  a  signiflcant  economic  impact  on 
a  substantial  number  of  small  entities, 
or  as  otherwise  involving  the  possibility 
of  reducing  regulatory  burdens. 

Review  Plan 

To  implement  the  Regulatory 
Flexibility  Act  and  E.0. 12291,  the 
operating  divisions  of  the  Department 
and  those  staff  divisions  which 
administer  rules  will  inventory  and 
review  all  regulations  for  the  purpose  of 
selecting  those  regulations  that  should 
receive  early,  indepth  review  and 
revision,  where  necessary,  to  reduce 
regulatory  burdens.  Existing  regulations 
will  be  scheduled  for  review  and 
reviewed  in  an  order  of  priority 
established  by  each  division,  subject  to 
Secretarial  approval. 

In  prioritizing  existing  regulations  for 
review,  agencies  and  offices  of  the 
Department  will  seek  to  identify  for 
earliest  review  those  regulations  for 
which  revision  will  most  advance  the 
following  principles: 

1.  Insure  that  all  regulations  are 
clearly  within  the  authority  delegated  by 
law  and  consistent  with  Congressional 
intent. 

2.  Emphasize  private  market  forces 
whenever  feasible,  rather  than 
government  mandate,  when  developing 
policies  to  reach  desired  objectives. 

3.  Provide  maximum  flexibility  to 
State  and  local  governments. 

4.  Minimize  Federal,  State,  local,  and 
private  costs. 

5.  Prevent  fraud,  abuse,  waste,  and 
inefficiency. 

6.  Eliminate  regulations  not  serving  a 
compelling  Federal  interest,  or  reform 


those  not  implemented  in  the  least 
intrusive  means  available. 

The  Department  has  undertaken 
review  of  three  major  sets  of  regulations 
in  connection  with  activities  of  the 
President’s  Task  Force  on  Regulatory 
Relief.  These  regulations  have  a 
significant  impact  on  small  entities. 

These  reform  activities  already 
underway  are: 

1.  Reform  of  new  drug  application 
procedures  of  the  Food  and  Drug 
Administration. 

2.  Revision  of  Medicaid  regulations  to 
provide  for  greater  flexibility  and  more 
cost-efficient  administration  for  States. 

3.  Reduction  of  regulations  involving 
health  care  certifications  and  surveys 
under  the  Medicare  and  Medicaid 
programs. 

The  Department’s  divisions  are  also 
preparing  annual  regulations  plans. 

These  plans  will  be  a  significant  means 
for  implementing  the  requirements  of  the 
Regulatory  Flexibility  Act  pertaining  to 
review  of  existing  regulations.  The  plans 
will  describe  how  each  agency  head 
intends  to  accomplish  the  agency’s  and 
the  Department’s  regulatory  goals 
through  either  the  development  of  new 
regulations  or  the  revision  and 
elimination  of  existing  regulations. 

'  The  Department’s  semiannual  agenda 
will  advise  the  public  of  regulations 
selected  for  review  pursuant  to  the  plans 
and  the  status  of  regulations  under 
review. 

In  addition  to  reviewing  specific 
regulations  in  their  entirety,  the 
Department  will  review  groups  of 
regulations  for  specific  kinds  of  issues 
that  cut  across  program  lines.  For 
example,  the  Deparmtent  is  currently 
reviewing  all  reporting  and 
recordkeeping  requirements  prescribed 
by  regulations,  in  order  to  comply  with 
the  review  requirements  of  the 
^  Paperwork  Reduction  Act. 

Careful  review  of  regulations  can 
require  a  significant  amount  of  time  and 
resources.  Regulations  that  have  been 
developed  and  amended  over  many 
years  may  have  economic  impacts  that 
cannot  be  readily  or  hastily  assessed. 
Therefore,  a  division  may  review  only  a 
few  of  its  more  complex  regulations 
each  year  or  it  may  review  serveral  less 
complex  regulations.  In  deciding  how 
much  review  activity  can  be  undertaken 
.  each  year,  the  Department  will  consider 
what  is  practicable  and  reasonable  in 
light  of  its  current  resources  and  other 
responsibilities.  Although  the 
Department  will  prioritize  regulations 
for  review  and  provide  information  on 
the  order  in  which  they  will  be 
reviewed,  establishing  long  range  i 
schedules  with  specific  dates  for  the  , 
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beginning  and  ending  of  reviews  is  not 
feasible  at  this  time.  However,  the 
Department  will  meet  the  objective  of 
screening  all  regulations  that  may  affect 
small  entities,  reviewing  those  selected 
for  priority  review  as  soon  as  possible, 
and  reviewing  all  others  within  the  10- 
year  period  required  by  the  Act. 

Agencies  within  the  Department  may 
issue  supplementary  notices  or  take 
other  initiatives  to  help  implement  the 
regulation  review  requirements  of  the 
Act  and  Executive  Order  12291.  The 
Food  and  Drug  Administration  is  issuing 
a  notice,  which  follows  this  one, 
announcing  its  plan  for  review  of  its 
rules  to  minimize  regulatory  burdens 
while  maintaining  an  acceptable  level  of 
consumer  protection. 

Public  Participation 

In  order  to  achieve  the  maximum 
benefit  from  the  review  and 
modification  of  existing  rules,  it  is 
important  that  to  the  extent  possible  the 
more  costly  and  burdensome  rules  be 
reviewed  first.  This,  in  turn,  requires 
information  on  the  potential  for  cost 
reduction.  We  believe  that  the  public, 
especially  those  most  affected  by 
existing  rules,  is  uniquely  able  to  advise 
us  on  this  potential.  Accordingly,  we  are 
inviting  data,  information,  and  views  to 
assist  us  in  deciding  priority  order  of 
review. 

The  Department  has  already  received, 
and  will  continue  to  take,  comments  and 
information  concerning  the  review  of 
existing  regulations  from  a  wide  range 
of  sources.  The  Department  already  has 
comments  on  its  regulations  furnished  to 
the  President’s  Task  Force  on 
Regulatory  Relief.  Several  States  have 
submitted  extensive  suggestions  directly 
to  the  Department.  The  Regulations 
Review  Task  Force  of  the  Health  Care 
Financing  Administration  has  also 
solicited  and  received  suggestions. 

These  and  other  suggestions  need  not  be 
resubmitted,  as  the  Department  will 
consider  them  thoroughly. 

Comments  will  be  most  helpful  when 
they  clearly  identify  the  regulation  to 
which  the  comment  is  addressed  and 
clearly  and  specifically  explain  why  and 
how  the  regulation  imposes  unnecessary 
or  disproportionately  burdensome 
demands  on  those  regulated, 
particularly  small  entities,  adversely 
affects  competition  in  the  marketplace, 
discourages  innovation  or  restricts 
improvements  in  productivity,  creates 
entry  barriers  in  an  industry  or  restricts 
improvements  in  productivity,  creates 
entry  barriers  in  an  industry  or 
discourages  potential  entrepreneurs 
from  introducing  beneficial  products  and 
processes,  or  otherwise  imposes 
unnecessary  costs.  The  submission  of 


information  or  references  to  information, 
particularly  data  concerning  the  costs  of 
the  regulation,  that  supports  the 
comment  is  encouraged. 

Comments  should,  wherever  possible, 
be  sent  directly  to  the  division  of  the 
Department  which  administers  the 
particular  rule(s)  discussed.  The  major 
divisions  of  the  Department  are  (1)  die 
Office  of  Human  Development  Services 
which  administers  a  broad  range  of 
social  and  rehabilitation  services  and 
human  development  services  programs 
designed  to  deal  with  the  problems  of 
specific  populations,  including  the 
elderly,  children  of  low  income  families, 
persons  with  mental  or  physical 
handicaps,  runaway  youth,  and  Native 
Americans;  (2)  the  Public  Health 
Service,  which  stimulates  and  assists 
States  and  communities  with  the 
development  of  local  health  resources 
and  the  further  development  of 
education  for  health  professions;  assists 
with  improvement  of  the  delivery  of 
health  services  to  all  Americans; 
conducts  and  supports  research  in  the 
medical  and  related  sciences  and 
disseminates  scientific  information; 
protects  the  health  of  the  Nation  against 
impure  and  unsafe  foods,  drugs  and 
cosmetics,  and  other  potential  hazards; 
and  provides  national  leadership  for  the 
prevention  and  control  of  communicable 
disease  and  other  public  health 
functions;  (3)  the  Health  Care  Financing 
Administration,  which  oversees  the 
Medicare  program,  which  provides  basic 
health  benefits  to  recipients  of  social 
security,  and  the  medicaid  program, 
which  provides  grants  to  States  for 
medical  services  for  the  needy  and 
medically  needy;  (4)  the  Social  Seciuity 
Administration,  which  administers  the 
national  program  of  contributory  social 
insurance,  the  supplemental  security 
income  program  for  the  aged,  blind,  and 
disabled,  and  the  black  lung  benefits 
provisions  of  the  Federal  Coal  Mine 
Health  and  Safety  Act  of  1969;  and  (5) 
the  Office  of  the  Secretary,  which 
administers  civil  rights  compliance  and 
enforcement  policies  pertaining  to 
programs  of  the  Department  as  well  as 
Departmentwide  rules  concerning  grants 
and  contracts. 

Comments  should  be  sent  to  the 
addressees  listed  below,  depending  on 
the  regulations  addressed.  Comments 
may  be  sent  to  the  Office  of  the 
Secretary  when  the  responsible  division 
is  not  known,  or  when  the  comment 
covers  several  regulatory  areas  crossing 
agency  lines. 

Health  Care  Financing  Administration 

Jodi  Dunn,  Director,  Executive 

Operations,  789  E.  High  Rise,  6325 


Security  Boulevard,  Baltimore, 
Maryland  21207,  (301)  594-7952 

Office  of  Human  Development  Services 

Johnnie  Brooks,  Director,  Division  of 
Policy  Coordination,  Office  of  Policy 
Development  Department  of  Health 
and  Human  Services,  200 
Independence  Avenue,  S.W..  Room 
722E,  Washington,  D.C.  20201,  (202) 
472-4415  ^ 

Social  Security  Administration 

Charles  Rollins,  Director,  Division  of 
Regulations,  OOPP,  OR.  Social 
Security  Administration,  3B4 
Operations  Building,  6401  Security 
Boulevard,  Baltimore,  Maryland  21235. 
(301)594-6695 

Public  Health  Service  (other  than  FDA) 

Robert  Spencer.  PHS  Regulations 
Officer.  ParUawn  Building,  Room 
17B08,  Rockville.  Maryland  20857 

Food  and  Drug  Administration 

See  the  Federal  Regista  notice 
appearing  in  this  issue  for  information 
on  submission  of  comments  to  the  FDA. 

Office  for  Civil  Rights 

William  Van  den  Toom,  Director.  Office 
of  Intergovernmental  Affairs.  Office 
for  Civil  Rights.  Department  of  Health 
and  Human  Services,  Room  5411. 

North  Building.  330  Independence 
Avenue,  S.Wh  Washington,  D.C 
20201,  (202)  245-9469 

Office  of  the  Secretary  (other  than  OCR) 

Glenn  Kamber,  Deputy  Executive 
Secretary  (Regulations),  Department 
of  Health  and  Hiunan  Services,  Room 
631-H,  200  Independence  Avenue. 
S.W..  Washington.  D.C  20201,  (202) 
245-3161 
(5  U.S.C  610) 

Issued  in  Washington,  D.C  on  July  8, 1981. 
Richard  S.  Schweiker, 

Secretary. 

(FR  Doc.  81-20531  RIed  T-lS^ai;  a^«5  an] 

BI  LUNG  CODE  4110-12-II 


Food  and  Drug  Administration 

[Docket  Na  81N-0200] 

Review  of  Agency  Rules 

agency:  Food  and  Drug  Administration. 

action:  Notice. 

summary:  The  Food  and  Drug 
Administration  (FDA)  announces  its 
plan  for  reviewing  its  rules  to  minimize 
regulatory  burdens  while  maintaining  an 
acceptable  level  of  consumer  protection. 
This  notice  invites  the  submission  of 
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data,  information,  and  views  to  assist 
FDA  in  deciding  priority  order  of  the 
review. 

DATE:  Data,  information,  and  views  by 
September  14, 1981. 

ADDRESS:  Data,  information,  and  views 
to  the  Dockets  Management  Branch 
(formerly  the  Hearing  Clerk's  office) 
(HFA-305),  Food  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane,  Rockville,  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

For  information  on  rules: 

Richard  T.  Hunt,  Regulations  Policy 
Staff  (HFC-10),  Food  and  Drug 
Administration,  5600  Fishers  Lane, 
Rockville,  MD  20857,  301-443-3480, 
and 

For  information  on  submitting  data: 
Dennis  T.  Strickland,  Planning  and 
Management  Communications  Staff 
(HFP-23),  Food  and  Drug 
Administration,  5600  Fishers  Lane, 
Rockville,  MD  20857,  301-443-1527. 
SUPPLEMENTARY  INFORMATION:  FDA  is 
undertaking  a  systematic  review  of  its 
rules.  This  review  is  designed  to  revise 
or  revoke  rules  imposing  significant 
unnecessary  cost  burdens  and  to  satisfy 
the  requirements  for  review  in  the 
Regulatory  Flexibility  Act,  Pub.  L  96- 
354,  and  Executive  Order  12291. 

Background 

On  September  19, 1980,  Pub.  L  96-354, 
the  Regulatory  Flexibility  Act  (the  Act), 
was  enacted.  A  provision  of  the  Act, 
section  610,  requires  that  each  Federal 
agency  publish  in  the  Federal  Register  a 
plan  for  the  periodic  review  of  both 
existing  and  new  rules  issued  by  the 
agency  which  have  or  will  have  a 
significant  economic  impact  upon  a 
substantial  number  of  small  entities.  The 
reviews  are  to  determine  whether 
changes  are  necessary  "to  minimize  any 
significant  economic  impact  of  the  rules 
upon  a  substantial  niunber  of  such  small 
entities.”  Similarly,  Executive  Order 
12291,  issued  by  the  President  on 
February  17, 1981,  requires  in  section  3 
that  each  agency  initiate  a  review  of  its 
currently  effective  rules  and,  applying 
the  criteria  that  the  Executive  Order 
applies  to  the  development  of  new  rules, 
determine  whether  the  agency's  existing 
rules  should  be  retained  without  change, 
modified,  or  revoked. 

Elsewhere  in  this  issue  of  the  Federal 
Register,  the  Department  of  Health  and 
Human  Services  is  issuing  a  notice  on 
its  plan  for  the  periodic  review  of  rules. 
This  notice  supplements  the  Department 
plan  with  additional  information  about 
FDA  procedures  for  reviewing  existing 
rules. 


FDA  strongly  supports  the  concept  of 
a  periodic  review  of  rules  as  called  for 
by  the  Act  and  the  Executive  Order. 

Changes  over  the  years  ip  technology, 
relative  costs,  consumer  behavior, 
medical  practice,  and  industry 
standards  and  practices  clearly  justify 
the  agency's  reexamination  of  its  rules 
in  order  to  determine  which  ones  need 
to  be  revised  or  eliminated.  The  agency 
is  issuing  this  notice  to  announce  its 
review  plan  and  to  invite  public 
participation  in  its  implementation. 

Approach 

The  review  of  FDA  rules  will  be  a 
major,  resource-intensive  undertaking. 

In  order  for  thq  agency  to  conduct  the 
review  in  a  thorough  manner  and  with 
limited  resources,  it  will  be  necessary 
for  FDA  carefully  to  establish  priorities 
for  the  review. 

The  principal  criteria  that  FDA  will 
use  in  establishing  its  priorities  are  (1) 
the  potential  for  cost  reduction  and  (2) 
the  availability  of  data.  Based  on  these 
criteria  the  regulations  will  generally  be 
reviewed  in  the  following  order. 

1.  Regulations  that  appear  to  offer  the 
greatest  opportunity  for  cost  reduction 
and  where  data  are  immediately 
available  to  make  an  informed  analysis; 

2.  Regulations  with  potential 
opportunities  for  cost-reduction  but 
where  data  are  not  readily  available  but 
are  necessary  to  make  an  informed 
analysis;  and 

3.  Regulations  that  offer  little  potential 
cost-saving. 

FDA  encourages  full  public 
participation  throughout  this  review 
process  and  in  this  notice  specifically 
solicits  information  from  the  public  to 
assist  the  agency  in  establishing  its 
priorities  under  this  plan. 

The  Plan  For  Reviewing  Existing  Rules 

FDA  is  gathering  all  available 
information  that  will  assist  the  agency 
in  identifying  the  existing  rules  to  be 
reviewed  and  establishing  priorities  for 
their  review.  FDA  has  already  compiled 
some  data  on  the  impact  of  regulations 
as  a  result  of  economic  analyses  and 
other  studies  the  agency  has  conducted 
over  the  past  5  years,  liie  agency  has 
also  received  comments  on  regulatory 
burdens  in  recent  months,  including 
those  forwarded  in  response  to  the 
request  of  the  President's  Task  Force  on 
Regulatory  Relief.  However.  FDA 
believes  there  are  many  more  relevant 
information  and  data  bases  in  the 
possession  of  the  regulated  industry, 
trade  associations,  universities,  and 
other  interested  parties  that  can  make 
an  important  contribution  to  the 
agency's  determination  of  which 
regulations  should  be  reviewed  and 


establishing  priorities  for  their  review. 
FDA  invites,  and  indeed  encourages,  the 
submission  of  data,  information,  and 
views  on  the  following: 

1.  Identification  of  the  specific 
existing  regulations  or  groups  of 
regulations  which  are  perceived  to  be 
unnecessarily  costly  or  otherwise 
burdensome  or  without  significant 
public  benefit.  Respondents  should,  if 
possible,  cite  CFR  part  or  section 
number  when  listing  those  regulations  to 
be  reviewed.  If  respondents  identify  a 
large  category  of  regulations,  e.g., 
labeling  requirements,  they  should 
suggest  priorities  for  the  review  of 
individual  regulations  within  that 
category. 

2.  Sources  of  available  information 
concerning  the  potential  cost  reductions 
to  be  derived  from  revising  or  revoking 
rules.  Respondents  should,  if  possible, 
describe  the  type  of  the  data  (direct 
costs,  indirect  costs,  tangible  benefits, 
etc.);  the  source  of  the  data  (corporate 
records,  privately  funded  studies,  etc.); 
the  scope  of  the  information  (one  firm, 
one  industry,  etc.);  and  any  special 
sector  impacts  (small  business, 
importers,  private  label  manufacturers, 
etc.).  The  most  useful  information  is  that 
which  isolates  cost  reductions  or 
benefits  attributable  to  modification  or 
elimination  of  a  specific  FDA  regulation, 
i.e.,  those  that  can  separate  FDA's 
regulatory  burden  fi'om  the 
nonregulatory  costs  attributable  to 
general  advances  in  scientific 
sophistication,  changing  production 
processes  or  different  medical,  legal,  or 
societal  standards.  However,  other  cost 
data  such  as  the  total  costs  attributable 
both  to  FDA  and  to  other  factors  may  be 
of  use. 

Based  upon  its  review  and  evaluation 
of  any  data,  information,  and  views 
submitted  in  response  to  this  notice 
along  with  other  available  data,  FDA 
will  (1)  establish  review  priorities  in 
each  program  area;  and  (2)  combine 
these  program  priorities  into  an  agency¬ 
wide  priority  list. 

Conduct  of  Reviews 

When  a  regulation  is  selected  for 
review,  the  analysis  will  be  conducted 
in  accprdance  with  Executive  order 
12291,  to  determine,  among  other  things, 
whether  "the  potential  benefits  to 
society  from  the  regulation  outweigh  the 
potential  cost  to  society,”  to  the  extent 
permitted  by  law.  The  agency 
anticipates  that  the  fiirst  step  in  any  such 
review  will  be  the  assemblage  of  all 
relevant  data  on  the  cost  and  benefits  of 
the  specific  regulation.  The  agency  will 
request  as  necessary  further  data  and 
information  on  each  specific  rule  as  it  is 
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reviewed  under  this  plan.  The  actual 
review  of  each  regulation  will  also 
consider  the  following  factors: 

1.  The  continued  need  for  the  rule; 

2.  The  nature  of  complaints  or 
comments  received  concerning  the  rule 
from  the  public; 

3.  The  complexity  of  the  rule; 

4.  The  extent  to  which  the  rule 
overlaps,  duplicates,  or  conflicts  with 
other  Federal  rules  and  to  the  extent 
feasible,  with  State  and  local 
governmental  rules;  and 

5.  The  length  of  time  since  the  rule  has 
been  evaluated  or  the  degree  to  which 
technology,  economic  consideration,  or 
other  factors  have  changed  in  the  area 
affected  by  the  rule. 

FDA  will  list  in  its  semi-annual 
agenda  of  regulations,  published  in  the 


Federal  Re^ster  in  April  and  October  of 
each  year,  those  rules  that  the  agency 
intends  to  review  during  the  succeeding 
12  months.  As  each  rule  is  revised  or 
revoked,  interested  persons  will  be 
provided  an  opportunity  to  participate 
fully  through  rulemaking  procedures. 

Periodic  Reconsideration 

The  inventory  of  FDA  rules  will 
change  over  time  as  a  result  of  this 
review  and  the  promulgation  of  new 
rules.  Consequently,  the  agency  believes 
that  the  list  of  priorities  established  as  a 
result  of  the  present  priority  setting 
effort  will  need  periodic  review  and 
revision.  The  agency  will  review  the 
priority  list  at  appropriate  intervals  and, 
with  input  from  interested  parties,  revise 


the  priority  order  of  all  rules  published 
prior  to  the  date  of  the  revision. 

Interested  persons  may,  on  or  before 
-September  14, 1981,  submit  to  the 
Dockets  Management  Branch  (HFA- 
305),  address  above,  data,  information, 
and  views  in  response  to  this  notice. 
Submissions  should  be  in  four  copies 
(except  that  individuals  may  submit  one 
copy),  identified  with  the  docket  number 
found  in  brackets  in  the  heading  of  this 
docmnent.  Received  submissions  may 
be  seen  in  the  office  above  between  9 
a.m.  and  4  p.m.,  Monday  through  Friday. 

Dated:  July  8, 1981. 

Arthur  HuD  Hayes,  Jr^ 

Commissioner  of  Pood  and  Drugs. 
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